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The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 1 MONTH(S) FROM 
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DETAILED ACTION 
Application Status 

1 . The sequence listing, filed on May 1 1, 2002, and the information disclosure statement, 
filed on September 10, 2001, have been entered. Claims 1-30 are pending in the instant 
application. 

Restriction 

2. Restriction to one of the following inventions is required under 35 U.S.C. § 121 : 

I. Claims 1-17 and 22-24, drawn to methods of making a-substituted carboxylic 
acids using nitrilases, classified in class 435, subclass 136. 

II. Claims 18-21, drawn to a-substituted carboxylic acids, classified in class 562, 
subclass 557. 

III. Claims 25 and 29, drawn to nitrilase polypeptides related to SEQ ID NO:2, 
classified in class 435, subclass 227. 

IV. Claims 25 and 30, drawn to nitrilase polypeptides related to SEQ ID NO:4, 
classified in class 435, subclass 227. 

V. Claims 26 and 27, drawn to nucleic acid sequences encoding nitrilase 
polypeptides related to SEQ ID NOs: 1 and 2, classified in class 536, subclass 

ltd* *3 * « 

VI. Claims 26 and 28, drawn to nucleic acid sequences encoding nitrilase 
polypeptides related to SEQ ID NOs : 3 and 4, classified in class 536, subclass 
23.2. 
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3. The inventions are distinct, each from the other because of the following reasons: 

Groups I and II are related as process of making and product made. The inventions are 
distinct if either or both of the following can be shown: (1) that the process as claimed can be 
used to make other and materially different product or (2) that the product as claimed can be 
made by another and materially different process (M.P.E.P. § 806.05(f)). In the instant case, the 
carboxylic acids can be made by a materially different process of making the claimed product, 
such as organic synthetic methods with extensive purification to produce the enantiomerically 
pure claimed acid. Thus, Groups I and II are patentably distinct. Because these inventions are 
distinct for the reasons given above and have acquired a separate status in the art as shown by 
their different classification, restriction for examination purposes as indicated is proper. 

Group I is related to Groups III and IV as product and process of use. The inventions can 
be shown to be distinct if either or both of the following can be shown: (1) the process for using 
the product as claimed can be practiced with another materially different product or (2) the 
product as claimed can be used in a materially different process of using that product (MPEP 
§ 806.05(h)). In the instant case, the nitrilases can be used for a materially different process of 
using that product, such as in the production of antibodies. Thus, Group I is patentably distinct 
from Groups III and IV. Because these inventions are distinct for the reasons given above and 
have acquired a separate status in the art as shown by their different classification, restriction for 
examination purposes as indicated is proper. 

Group I is related to Groups V and VI because the nitrilase used in the methods of Group 
I can be recombinantly produced using the nucleic acids of Groups V and/or VI. However, the 
methods of Group I do not use the nucleic acids. Moreover, the nucleic acids are wholly 
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different products from the nitrilases used in the methods and from the a-carboxylic acids 
produced in the methods. Thus, Group I is patentably distinct from Groups V and VI. Because 
these inventions are distinct for the reasons given above and have acquired a separate status in 
the art as shown by their different classification, restriction for examination purposes as indicated 
is proper. 

The a-carboxylic acids of Group II are related to the nitrilase polypeptides and encoding 
nucleic acids of Groups III- VI because the nitrilase can be used to produce the a-carboxylic 
acids. However, both the nucleic acids and the polypeptides have other uses and are wholly 
different compounds, both structurally and functionally, that the a-carboxylic acids. Thus, 
Group II is patentably distinct from Groups III- VI. Because these inventions are distinct for the 
reasons given above and have acquired a separate status in the art as shown by their different 
classification, restriction for examination purposes as indicated is proper. 

The nitrilases of Groups III and IV are related as functionally similarly enzymes as 
disclosed in the specification. However, these Groups are distinct, each from the other, by virtue 
of their distinct structures. Each SEQ ID NO has a different structure that is unrelated, except 
via the function of the enzyme, to the others. No consensus sequence describing the nitrilases is 
disclosed or claimed. Moreover, these enzymes are from undisclosed source(s) listed in the 
sequence listing as "unknown organism from environmental samples" described only using their 
structures; in other words, these is no description of these nitrilases having particular 
characteristics in common, such as pi, catalytic activity values, etc. Thus, each of these 
enzymes, as defined by their structures, is patentably distinct from the others. Moreover, a 
search of the two Groups together would be burdensome considering the entirely distinct 
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structure search that would not overlap whatsoever. Thus, Groups III and IV are patentably 
distinct, each from the other. 

For Groups V and VI, drawn to the nucleic acids encoding the nitrilases of Groups III and 
IV, the argument for their distinctness is analogous to that for the proteins as described above. 

The DNA of Groups V and VI are related, respectively, to the enzymes of Group III and 
IV by virtue of the fact that the DNA encodes the enzymes. The DNA molecule has utility for 
the recombinant production of the enzyme in a host cell. Although the DNA and the enzyme are 
related, they are distinct inventions because the enzyme product can be made by other and 
materially distinct processes, such as purification from a natural source. Furthermore, DNA can 
be used for processes other than the production of enzyme, such as nucleic acid hybridization 
assays. Therefore, Groups III and IV are patentably distinct from Groups V and VI, respectively. 
Because these inventions are distinct for the reasons given above and have acquired a separate 
status in the art as shown by their different classification, restriction for examination purposes as 
indicated is proper. 

Election of Species 

4. This application contains claims directed to the following patentably distinct species of 
the claimed inventions: Group I, drawn to methods of producing oc-carboxylic acids, contains 
several species relating to the carboxylic acid produced, the cyanide used, the ammonium salt 
used, and the nitrilase used; and Group II, drawn to a-substituted carboxylic acids. 

Applicant is required under 35 U.S.C. § 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
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held to be allowable. Currently, Group I Claims 1-4, 6, 8, 9, 14 are generic, and Group II Claims 
18-21 are generic. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered non-responsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 C.F.R. § 1.141. If claims are added 
after the election, applicant must indicate which are readable upon the elected species. M.P.E.P. 
§ 809.02(a). 

Should applicant traverse on the ground that the species are not patentably distinct, 
applicant should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
examiner finds one of the inventions unpatentable over the prior art, the evidence or admission 
may be used in a rejection under 35 U.S.C. § 103(a) of the other invention. 

Election 

5. A telephone call was made to George Einhorn on September 2, 2002 to request an oral 
election to the above restriction requirement, but did not result in an election being made. 

Applicant is advised that the reply to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 C.F.R. § 
1.143). 
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Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 C.F.R. § 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 C.F.R. 
§ 1.48(b) and by the fee required under 37 C.F.R. § 1.17(i). 

Notice of Possible Rejoinder 

6. The Examiner notes that if product claims in Groups II, III, and IV are found directed to 
an allowable product, then process claims in Group I, which are directed to processes of making 
or using the patentable product, previously withdrawn from consideration as a result of a 
restriction requirement, would now be rejoined pursuant to the procedures set forth in the 
Official Gazette notice dated March 26, 1996 (1 184 O.G. 86; see also M.P.E.P. § 821.04, In re 
Ochiai, and In re Brouwer). Since process claims would be rejoined and fully examined for 
patentability under 37 C.F.R. § 1.104, Applicants are instructed to amend said claims as deemed 
necessary according to rejections made against the elected claims. 

Examiner's Notes 

7. Claim 10 depends from itself. It would seem to appropriately depend from Claim 8 or 9; 
the restriction has been set forth with this in mind. Applicants are strongly encouraged to 
amend Claim 10 prior to examination for a clear Office action relating to this claim. 
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Conclusion 

8. A complete response to the instant Office action must include and election of invention to 
be examined. If either Group I or Group II are elected, an election of species must also be set 
forth. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kathleen M Kerr whose telephone number is (703) 305-1229. 
The examiner can normally be reached on Monday through Friday, from 8:30am to 5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ponnathupura Achutamurthy can be reached on (703) 308-3804. The fax phone 
numbers for the organization where this application or proceeding is assigned are (703) 308- 
0294 for regular communications and (703) 305-3014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 




KMK 

September 3, 2002 



